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ABSTRACT
Medicating oneself with herbal remedies has become and increasing popular
phenomenon. It is estimated sales of herbal products were $3 .2 million in 1997 (8). One
third of educated, upper income Americans aged 25-49 years old are using these products
each year (8). This paper is a compilation of information regarding the herbal industry.
An overview of food and drug regulations as well as reviewing the 1994 Dietary
Supplement Health Education Act clarify where industry is at today. A discussion
regarding Germany's Commission E and their contribution to the herbal industry as well
as reasons why the US is not following the same standards is also included. Echinacea,
gingko biloba, ginseng, and St John's wort are herbs that have been show to have positive
properties. Ephedra (ma huang), comfrey, and chaparral are herbs that are recommended
to avoid. Finally, nine guidelines are included in order for the nutrition professional to
properly educate patients regarding their choice to use herbal products. Due to our
background and education, nutrition professionals are well qualified, experienced, and
should take advantage of advising consumers regarding herbal use. Avoiding the topic
due to strong biases and negative assumptions regarding the herbal industry forces
consumers to turn to lesser qualified individuals for information.

Herbs: what is my choice?
The recent resurgence in herbal therapies provokes many people to form many
different opinions regarding what is right and what is wrong. In this paper presents laws
and regulations, Commission E's contribution to the herbal industry, and the components
of herbal quality. Several of the most popular products and the most dangerous products
our nation is using to medicate themselves is also included. Finally, guidelines are
discussed so proper information will be given to the public as they choose to use herbal
remedies.
As explained by Tyler in Herbs of Choice (1), the regulation of herbs has been a
long, slow, yet interesting process. Harvey E. Wiley was the first to be outraged by the
fraud taking place in the food and drug industry. His efforts led to the passage of the
Food and Drugs Act of 1906. In 1921, Sherley added an amendment which slowed the
industry from activities like misbranding and adding impurities to drugs. The next set of
regulations came about as 105 people died of kidney failure after taking an elixir which
was never tested for safety. Therefore, the 1938 Federal Food, Drug, and Cosmetic Act
was passed requiring drugs be proven safe. The next major amendment required all drugs
being marketed in the U.S. after 1962 be proven both safe and effective. Interestingly, all
drugs marketed before 1962 were grandfathered and were not responsible for meeting the
new requirements. Regulating over 350,000 different drug products for safety and
efficacy is impossible leading the committee to review approximately 200 active
ingredients. Remember the drugs which were grandfathered in? The FDA hadn't
forgotten about them either and in 1972 it was revealed that a drug would be considered
misbranded and pulled from the shelves if it didn't meet the findings ofreview panel
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regarding active ingredients. This action forced all of the grandfathered drugs to meet
safety and efficacy standards new drugs were forced to meet.
Once upon a time pharmacists were responsible for weighing, mixing, and
formulating different herbal remedies. Now, these colorful jars and bottles full of herbs
have disappeared from the shelves of the pharmacy and are on the shelves of health food
stores. As popularity of herbal products increased, Congress began to consider action to
give federal agencies more power to contest health fraud. In 1994, the Dietary
Supplement Health Education Act (DSHEA) was created defining "dietary supplements
as a separate regulatory category ... and created the NIH Office of Dietary Supplements
and directed the President to appoint a Commission of Dietary Supplement Labels to
recommend ways to implement the act (2)."
Herbs were added to the list of products which were considered dietary
supplements. With this classification came a host of rules manufactures must follow in
order to market their products. The DSHEA allows supplements to claim "statements of
support." These statements may include, "claiming a benefits related to classical nutrient
deficiency disease, describing how ingredients affect the structure or function of the
human body, documented mechanism by which the ingredients act to maintain structure
or function, and/or describe general well-being from consumption of the ingredients (2)."
However, in order to be legal these "nutrition support" statements must not be a "drug"
claim suggesting the product or ingredient is intended for prevention or treatment of
disease (2). A supplement company could legally say on their product "contains calcium
which helps build strong bones" but they couldn't say "contains calcium which prevents
osteoporosis." According to the DSHEA laws manufactures which make these
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"statements of support" must submit their evidence of substantiation within thirty days of
first marketing. In addition, "the law does not define substantiation (2)."
The German government created Commission E in 1978 as herbal therapies were
widely used in their health care system. Commission E was a committee comprised of
physicians, pharmacologists, and toxicologists. The task of this group was to write
monographs on commonly used herbal therapies. Monographs utilized pharrnacologic
and clinical data, summarized the available data, and provided detailed guidelines on
dosage and administration. The monographs provided information regarding herbal
therapy to a "reasonable certainty" (3) and established legal standards of quality. The
Commission reviewed more than 1,400 herbal drugs and wrote monographs for
approximately 300 herbs.
Current use of herbal remedies in Germany is increasing in popularity. "It is
estimated 70% of German physicians prescribe phytomedicinals ... and 600-700 plantbased remedies are available in Germany" (3). In addition, the government's health
insurance accepts many of these plant based remedies. This information indicates proper
regulation and manufacturing is taking place in Germany so why can't this same
protection be offered to the American people?
Money is the one of the major issues. In The Honest Herbal (4) Tyler
demonstrates why is issue is so critical. The herbal industry wouldn't be interested in
proving the safety and effectiveness of their products as the average cost of developing a
new drug is $231 million and approximately 12 years. These costs are especially painful
for herbal companies to bear as patents and exclusive marketing rights are awarded to
synthetic drugs but not to herbal preparations that have been used for hundreds of years.

4

As German monographs established legal standards of quality, it is yet to be done
here in the U.S .. Tyler (1) informs the public of what really happens here in the States.
Many of the herbs on the shelves of health food stores are collected in the wild in
developing nations. Confusion begins here as the herbs are gathered by native people
who may not be familiar with the Latin names of the plants. Herbs are then sold to
companies that market their products under the common name (how they were gathered)
and not the Latin binomial. A buyer without the proper knowledge or identification
equipment would not be able to adequately identify a product much less know if it is a
quality product. Herbs are sold as whole plants, plant parts, and powders; without
government regulation and standards of quality, buyers depend totally on the reputation of
the seller.
Environmental factors also affect the quality of the herb. "Fertility of the soil,
length of growing season, temperature, amount of moisture, and the time of harvest are
some of the significant factors (4)." Moreover, the greater the cost of the herbal product,
the more likely it is to be adulterated. The whole root, or an extract of ginseng is the most
desirable and expensive for buyers. Ginseng is sold at a cost of $28 to $200 per pound,
compromising quality as the product is manufactured is a very real phenomenon (5). For
example, Tyler (4) reported a study of 54 ginseng products which revealed 60% of those
analyzed were worthless and 25% contained no ginseng at all.
What is the difference between herbs and drugs? For those of us who suffered
through inorganic and organic chemistry, the structure of the molecule is what counts.
The source of vitamin C may be rose hips, oranges, or a synthetic manufactured
compound and will function the same in the body. "Herbs and other drugs exhibit the

5

same types of activity as do the active principles isolated from them (4)." In addition,
most herbal remedies are not as powerful as modern drugs which means results may not
be seen as quickly as with common drugs (3).
Some say herbal products are worthless while others swear by their healing
powers. As discussed previously, herbal quality relies on many factors yet there is
something else making herbs so popular. The placebo effect is a real psychological
phenomenon many herbal users experience. In Latin, placebo means "I will please (4)."
As Goldstein explains, when a placebo is used, pain is alleviated in 35% of patients with
pathological pain. "A placebo is a pill that they believe contains painkillers, but that, in
fact, contains no active ingredients (6)."
According to Youngkin and Israel (7) "In a given year about one-third of all
Americans actually used unconventional medical treatments ... The most frequent users
are educated, upper income white Americans in the 25- to 49- year age group ... "
"Unconventional" therapies include such practices as megavitamin treatments, massage
therapy, chelation therapy, acupuncture, and herbal medicine. By 1997, sales of herbal
products had reached $3.2 million (8).
"The five top-selling herbs accounted for 33% of US sales of natural dietary
supplements in 1996, with the top ten accounting for almost 50% of herb sales. The top
ten herbs were echinacea, garlic, ginseng, ginkgo, goldenseal, ma huang, psyllium,
Siberian ginseng, saw palmetto, and cascara sagrada (8)." The majority of people using
these remedies believe they are just as safe, effective, and reasonably priced as traditional
drugs.
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Echinacea is the most commonly used herb in the United States (8). Leaves,
flowers, and the dried root are used to prepare different types of remedies such as
tinctures, capsules, and teas (3). Echinacea was used by Native Americans to help fight
colds, flu, and infections. In the 1800's it was claimed to treat rattlesnake bites and
dizziness as well as to purify blood. Today, ingested echinacea is used to stimulate the
immune system and assists in wound healing when applied to the skin (8). The majority
of the clinical studies involving echinacea were conducted in Germany under the
Commission E project. In human trials, echinacea boosted cellular immunity after a
single dose, but repeated daily doses suppressed the immune system (longer than eight
weeks). In vitro and animal studies suggested the mechanism of action included,
"stimulating phagocytosis, increasing cellular respiratory activity, and causing increased
leukocyte mobility. [Further,] extracts of echinacea have inhibited leukemia cells in vitro
and in vivo (8)." Patients with multiple sclerosis, AIDS, or tuberculosis should stay away
from echinacea for now. It is suspected that in AIDS and TB patients echinacea causes
harmful effects on T-cell function (3).
"The ginkgo tree ... is one of the oldest living things on this planet, dating back
over 200 million years (8)." Traditional Chinese medicine used gingko leaves and seeds
to treat ~thma, aid digestion, and "prevent drunkenness (8)." Modem Chinese use the
leaves and the fruit to treat respiratory and cardiac problems. Germans began
experimenting with gingko in the 1950's using it to treat memory impairment, vertigo,
hearing loss, and ringing in the ears. Western medicine today has shown positive effects
in treating cerebral insufficiency and peripheral vascular disease.
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A 1997 issue of the Journal of the American Medical Association discovered
gingko extract EGb761 improved the functioning of Alzheimer's patients (9). The
Commission E monograph indicates gingko's clinical use for, "treatment of memory
deficits, disturbances in concentration, depressive emotional condition, dizziness,
tinnitus, and headache (10)." It is proposed gingko improves oxygenation of cerebral
tissue-especially microcirculation, inhibits the development of cerebral edema, and the
flavonoids inhibit oxygen free radicals. Further, side effects rarely occur but do include
stomach or intestinal upset, headache, or an allergic skin reaction (10). Large doses may
cause restlessness, nausea, vomiting, and diarrhea with a final contraindication to those
taking anticoagulants as gingko reduces clotting time (9).
Ginseng is believed to boost energy, memory, mood, immunity, and
concentration. Commission E concluded ginseng is a "tonic for invigoration and
fortification in times of fatigue and debility, for declining capacity for work and
concentration, and also during convalescence (5)." As discussed previously, ginseng has
the potential to be "tinkered" with on the manufacturing level due to cost. One way to
improve ones chances of getting what one pays for involves purchasing a product
standardized on the basis of its ginesenoside content. Concentrations on the current
market range from 4% to 7% (5). "True" ginseng's are sold under the Latin species
Panax meaning "cure all or all-healing (8)." In addition, traditional Chinese medicine
touts Asian ginseng as hot (yang) and American ginseng as cool (yin). As an "adaptogen"
ginseng is believed to increase resistance to stress, build vitality, and strengthen all body
functions (8).
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St. John's wort brought in $26.1 million to manufactures last year. Depression
affects 17 million American adults per year and according to the NIH costs up to $44
billion in treatment, disability, and lost productivity time. In 1996, The British Medical
Journal conducted a review of 23 clinical trails testing St. John's wort in mild to
moderately-severe depressives. The results were positive in the effects of St. John's wort
alleviating depression ( 11). Low levels of serotonin and norepinepherine are thought to
be a primary cause of depression. St. John's wort works by inhibiting the reuptake of
serotonin, increasing the concentration of serotonin at nerve synapses and alleviating
symptoms of depression (11 ). Side effects are thought to be rare but include
gastrointestinal discomfort, allergic reactions, and fatigue. It can also increase
photosensitivity causing an inflammation of the skin and mucous membranes after fairskinned individuals have been exposed to light (8).
Echinacea, gingko, ginseng, and St. John's wort are a few of the herbal products
that may prove beneficial. However, just because the label states the product is "natural"
doesn't mean these products can't be dangerous or toxic. Ephedra (ma huang), comfrey,
and chaparral are herbs that are available over the counter but should be avoided.
June 3, 1997, the FDA imposed strong control over supplements containing
ephedra (3). This product contains ephedrine and pseudoephedrine which act as
stimulants and bronchodilators. Ephedra has been marketed for weight loss and boosting
energy yet when taken in large doses, symptoms include palpitations, nerve damage, and
stroke. Control of this herb began as more than 800 reports of negative side effects and
possibly 20-30 deaths were associated with the used of ephedra. "The proposed FDA
regulations would prohibit sale of ephedra as a dietary supplement if the recommended
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dosage exceeded a daily total of24 mg ephedrine ... The label should also warn not to take
the product for longer than seven days, and people with diseases such as diabetes,
hypertension, and glaucoma should not take it at all (3)."
Comfrey has been used for many years in folk medicine to treat stomach ulcers,
cancer, and as an external salve for treat swelling around broken bones, abrasions, and
sprains (3). The external therapeutic benefit of comfrey may come from allatonin and
rosmarinic acid which are cell proliferative and anti-inflammatory agents (4). It is known
now that some species of comfrey contain high levels of alkaloids which can cause severe
hepatic damage (3). In 1985, a forty-nine year old woman consumed comfrey containing
tea and comfrey-pepsin pills for over four months. Due to the chronic intoxication of
comfrey, she showed the typical symptoms of hepatic veno-occulusive disease which is a
condition that can lead to liver failure. In 1990, a twenty-three year old man had eaten
comfrey leaves as a vegetable and eventually died of liver failure (4).
Chaparral is a desert shrub used by Native Americans to treat several complaints.
Today it is marketed for its antioxidant properties. However, Sheikh, Philen, and Love
(12) have reported thirteen documented cases of hepatotoxitiy associated with
consumption of this herb. Two of the cases required liver transplants. Authorities
recommend that this herb no longer be used, especially in patients with existing liver
disease.
Finally, there are several guidelines we as professionals should teach people who
are interested in taking herbs (6,13):
•

Read the label carefully, follow the specified dosage while paying attention
and following warnings
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•

Talk to your doctor about any supplements you plan to take. Not all herbs are
safe for everyone.

•

Observe the positive and negative effects the herb has, if you have problems
call your doctor. Stop taking the product immediately if negative effects
occur.

•

Don't expect results as quickly as with prescription drugs, most herbal
remedies are less powerful.

•

Herbs can interact with drugs and cause harmful side-effects

•

Do not take if you are pregnant, trying to conceive, or lactating

•

Do not give to infants or young children

•

Purchase products from reliable producers and use standardized products
whenever possible. Make sure the products you choose show the scientific
name and quantity of the botanical product, the name and address of the
manufacturer a batch or lot number, and the expiration date.

"The greatest possible danger ahead is that nutritionists might miss the
opportunity to help consumers find their way through the herbal maze. Prior assumptions
and negative biases could be so strong that the professionals best qualified to help will
not do so. Should this happen, consumers will be forced to rely on advice from others
with lesser expertise (14)."
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